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Abstract
We investigated changes in drug disposition and toxicities with CPT-11 in 15 dialysis pa-
tients with gastrointestinal cancers to clarify whether CPT-11 could be administered safely in such
patients. For comparison, the same parameters were also investigated in 10 cancer patients not un-
dergoing dialysis. Items investigated included (1) plasma concentrations of SN-38, SN-38G and
CPT-11 at 0, 1, 12, 24, 36, 48 and 72h after administration, together with a comparison of mean
AUCvaluesfor3doselevelsofCPT-11(50, 60and70mg/m2)indialysispatientsandcontrols;and
(2) occurrence of adverse events. Several ﬁndings emerged from this study:(1) No signiﬁcant dif-
ference was observed in the AUC for SN-38 or CPT-11 between the dialysis and control groups;(2)
The AUC for SN-38G at each dose was signiﬁcantly higher in dialysis patients;and (3) Grade 1-4
leucopenia was observed in 11 of the dialysis patients. One patient developed grade 4 leucopenia
and died due to sepsis. Anorexia, diarrhea, nausea, alopecia and interstitial pneumonia occurred
in 6 dialysis patients. We found changes in drug dispositions of CPT-11, SN-38 and SN-38G in
dialysis patients, suggesting that hepatic excretion, especially that of SN-38G, was increased. No
signiﬁcant difference in occurrence of adverse events was observed between the 2 groups. This
indicates that CPT-11 can be administered safely in patients on dialysis.
KEYWORDS: irinotecan hydrochloride (CPT-11), chronic kidney disease (CKD), end-stage re-
nal disease (ESRD), dialysis, colorectal cancerIrinotecan Hydrochloride (CPT-11) in Dialysis Patients with 
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No. Sex Age PS
HD
duration (m)
Origin Procedure Stage
1 M 69 2 50 AC ʵ Ⅳ(H3)
2 F 66 1 5 Rectum ʵ ʵ
3 M 75 2 110 Rectum Hartmann Ⅲ
4 F 63 2 48 SC Hartmann Ⅲ
5 M 68 0 1 Rectum Hartmann Ⅱ
6 F 81 1 1 SC HAR Ⅱ
7 M 75 0 66 TC Rt.hemi Ⅲ
8 M 67 1 8 AC Rt.hemi Ⅰ
9 M 67 0 2 SC HAR Ⅱ
10 F 68 1 168 AC Rt.hemi Ⅲb
11 F 66 1 144 SC HAR Ⅳ(H3)
12 M 67 1 6 Stomach Total Ⅱ
13 M 72 1 3 Stomach Distal Ⅱ
14 M 84 1 1 Stomach Distal ⅠA
15 M 78 1 76 Stomach Total ⅠB
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'JH　 SN38 blood concentration curves after administration of CPT11 at 50mgm
2 (A),  60mgm
2 (B) and 70mgm
2 (C) in dialysis 
patients and controls.
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'JH　 CPT11 blood concentration curve after administration of CPT11 at 50mgm
2 (A),  60mgm
2 (B) and 70mgm
2 (C) in dialysis 
patients and controls.
5BCMF　 Comparison  of  mean  AUC  value  between  dialysis 
patients and controls
Variable
Dose
(mgm
2)
Patients
(µg・hmL)
Controls
(µg・hmL)
Pvalue
50 0.22ʶ0.07 0.26ʶ0.11 N.S.
SN38 60 0.19ʶ0.03 0.18ʶ0.02 N.S.
70 0.17ʶ0.03 0.22ʶ0.08 N.S.
50 3.64ʶ1.21 0.74ʶ0.53 ʻ0.01
SN38G 60 3.42ʶ0.98 0.64ʶ0.29 ʻ0.01
70 2.73ʶ0.88 0.62ʶ0.25 ʻ0.01
50 3.55ʶ1.00 3.47ʶ1.21 N.S.
CPT11 60 3.74ʶ1.28 3.28ʶ1.33 N.S.
70 2.94ʶ1.11 3.86ʶ2.00 N.S.
5BCMF　 Incidence of leucopenia (per cycle) possibly or probably 
related to CPT11 administration
CPT11
(mgm
2)
Grade 1
No. (%)
Grade 2
No. (%)
Grade 3
No. (%)
Grade 4
No. (%)
50 6 (60) 1 (10) 2 (20) 0
60 3 (25) 3 (25) 2 (16.7) 1 (8.3)
70 1 (10) 3 (30) 2 (20) 0
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